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REMAIIKS /ARGUMENTS 

Claims 1^56 are pending in the instant application. 

Claims 9^28 have been withdrawn from consideration by the 
Examiner and subsequently canceled without prejudice; by 
Applicants in this amendment. Please see the attached request 
for correction of Inventorship in this patent application 
resulting from cancellation of these claims. 

Claims 1-8 and 29-56 have been .ejected. Reconsideration is 
respectfully requested in light of the following remarks. 
I. Finality of Restriction Requirement 

The Examiner has made final the Restriction Requirement 

mailed September 29, 2003. 

Applicants respectfully request that the record be clarified 
that election in the December 1, 2003 response by ^pplicants was 
made with traverse as there is some confusion with irespect to the 
traversal in p^ge 2 of the instant Office Action. ; 

in light of the finality of this Restriction Requirement, 
Applicant, have canceled without prejudice non-elected claims 9- 
28. Applicant reserve the right to pursue this subject matter in 
a divisional application. ; 
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II. Rejection of Claims under 35 U.S.C S 103 

/. ,2 5 8 33, 34, 35, 21, 38, 42, 45, 48, 49, 50, 
51, 53 and 54 have been .ejected under 35 U.S.C. § 103 (a) a. 

. n^^hle over Figard (U.S. Patent 5,616,460) in view of 
being unpatentable over eiyetiVA v , 

Pilotti et al. (U.S. Patent 5,994,507). 

Claims 3, 4, 7, 29, 30-32, 36. 3., 40, 41, 43 .nd 44 bave 
been rejected under 35 U.S.C. . 103 (a) as being unpatentable over 
Figard (U.S. Paten. 5,616,460), in view of Pilotti et al. (U.S. 
patent 5,.94,507), as applied to clai. 1. and further in view o£ 
Schwartz al . (U.S. Patent 6,020,139). 

Claims 6, 46, 47, 55 and 56 have been rejected under 35 
U.S.C. § 103(a) as being unpatentable over Figard (U.S. Patent 

^•F PHTotti et al (U.S. Patent -5,994,507) , as: 
5,616,460), in view of Pilotti et ax. vu. 

applied to clain. 1, and further in view of Rubenstein et al. 
{U.S. Patent 4,376,825) . 

Clai. 52 has been rejected under 35 .U.S,C- . i03 (a) as being 
^patentable over Figard (U.S. Patent 5,616,460), U view of 
Pilotti et al. (U.S. Patent 5,994,507), as applied| to clai. 1, 
and further in view of Aitman et al . (U.S. Patent 16,322,976) . 
Applicants respectfully traverse these rejections. 
The primary reference cited in all of these .ejection, under 
35 U.S.C. S 103 is Figard (U.S. Patent 5,616,460) .: jt is 
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.espe.tf.lly pointed cut that the Examine.' s cha«=teri..ti.n of 
th. teachings of Figard is flawed. 

The Examner .ugg^.te that Figa.d dlscloeae the! indention 
.ubstantlally a, clai„»d. Mor. specifically, the E^^mine. 
suggests that Pigard discloses a .ethcd of sepa«ti,« a ^«ure 

. ■ = ^r, a biological sample (col. 5, lines 6-9 and 13-15) 

of proteins m a Dicpiuy-L^<=i-^ 

comprising: 

(a) substantially denaturing protein in said .axnpl. (col. 5, 
lines 13-15 and 31-35) . - • 

Applicants respectfully disagree. 

Figard discloses an i^nunoaesay buffer for stabilizing 
antigens and preventing non-specific binding of no.-analyte 
antibodies to a solid phase. Thus, the focus of Pi;gard is to 
avoid denaturing conditions since such conditions could 
potentially denature the antigen of interest or the corresponding 
antibody. Portions of colu.^ . relxed upon by the , Examiner to 
suggest that this reference teaches substantially denaturing 
protein in a sample h^ve nothing to do with denaturing 
conditions, but rather relate to reduction of non-bpacific 
binding. In fact, colun.. 5 of Figard does not ev^n contain the 
word "denature" or denaturing" . Further, the composition taught 
by Figard is not a denaturing composition. Instead, the 
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composition taught by Figard uses DTT, to keep the sample 
reduced, and ethylene glycol y to prevent DTT from oxidation (see 
col. 2, lines 39-43 and col. 4 lines 33-67). While Figard 
teaches that the composition may optionally include a detergent, 
at col. 5, lines 2S-31, Figard teaches that preferably a 
detergent is used because they are known to reduce non-specific 
binding while simultaneously not inhibiting binding.- 

Thus, Figard does not teach or suggest denaturing protein in 
said sample as required in the instant invention. 

Further, teachings of secondary references fail to remedy 
the deficiencies in this primary reference. 

Pllotti is also cited by the Examiner in each of the above 
rejections and is acknowledged by the Examiner to tbach a method 
for removing albumin from liquid samples for purifyjing albumin 
and processing the samples in the absence of albumin. The 
Examiner suggests that because Pilotti et al, teaches non- 
specific binding of albumin through hydrophic interactions, it 
would have been obvious to modify the method of Figard to reduce 
non-specific binding of albumin as taught by Pilotti et al. ITo 
where, however, does Pilotti et al. teach or suggest denaturing 
protein in said sample as required in the instant invent ion . 

Schwartz, cited against dependent claims 3, 4iv 7, 29/ 30-32, 
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3, 39 40, 41, 43 and 44 £« its teaching. diagncjstlo assays 
£ol defection o£ disease state, and conditions, ^ms.ein. cited 
against dependent clai.a " and s. its teaching. 

Of aa=ay. involving blood proteins found in blood,- and Ait»an et 
.1 cited against dependent clai^ 52 £o. its teachings of assays 
involving antibodies „he.ein the non-ionic dete^en. Ipe.ai-360 
is used, also provide no teaching or suggestion of denaturing 
protein in said sa-^le as required in the instant invention 

„PKP S =1« states that to establish a pri-»a «cle case of 
Obviousness, three basic criteria .ust be .et. .irst. there ™.at 
be so.e suggestion or ^tivation, either in the references 
themselves or in the knowledge generally available to one of 
ordinary sKill in the art to modify the reference or combine the 
teferenc. teachings. Second, there must be a reasonable 
expectation of success. Finally, the prior art references when 
oo:*ined must teach or suggest all the claim limitations. 

The cited combination of prior art, which contains no 
teaching or suggestion of denaturing proteins, clearly fails to 
teach or suggest all the limitations of the instani: claims 
Wherein step (a> of independent claim 1 (from which all other 
claims Ultimately depend) states -substantially ddnaturing 
albumin in said biological fluid sa^le ..." ^^^-her, the 
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cited combination of references provides no reasonable 
expectation of success with respect to the invention !of claim l, 
since again^ ther^ is no teaching or suggestion of siibstantially 
denaturing protein in the sample as required in the instant 
invention. And finally, there is no motivation to combine the 
primary reference of Figard with a reference teachir^g denaturing 
of protein in the sample since the focus of Figard is to avoid 
denaturing conditions which could potentially denature the 
antigen of interest or the corresponding antibody. 

Thus, the cited combination of references fails to meet the 
basic criteria required to establish a prima facie base of 
obvious with respect to independent claim l. Furthjer, MPEP § 
2143.03 states that when an independent claim is ndnobvious under 
35 U.S. C. § 103, any claims depending therefrom are also 
nonobvious. Thus^ dependent claims 2-8 and 29-56 niust also be 
nonobvious, 

i 

Withdrawal of these rejections under 35 U.S. CI § 103 (a) is 

therefore respectfully requested. 

^ I 
IXX* ConcXusiozi 

Applicants believe that the foregoing compriEses a full and 

complete response to the Office Action of record. Accordingly, 

favorable reconsideration and subsequent allowance of the pending 
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claims 



13 earnestly solicited. 



Date: Ju3a^ 7^r 2Q04 

Licata & Tyrrell P.C, 
66 E. Main Street 
mrlton, New Jersey 08 053 

(85^) 810-1515 



Respectfully submitted 

Kat/leen A. Tyrr^iLl 
Registration No. 3 8,3 
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